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UBC provides a
variety of data
management
services supported
by strong comm-
unication and
collaboration.

Specialty Clinical Solutions

Data Management Services

United BioSource Corporation (UBC) is an experienced clinical data management service
provider focused on the design, execution and successful completion of Phase I-IV clinical
trials. UBC’s data management processes are innovative, flexible and provide industry-leading
service and capabilities.

START-UP EXECUTION CLOSURE

= CRF/eCRF design = Data entry = Quality control audit
= Data management plan = Tracking and imaging = Database lock
= Data review conventions = Coding = Database transfer
= Database design = Cleaning
= Program, design and = Database maintenance

validate edit checks = Data imports
= User acceptance testing = Query management

Our mission is to provide leading edge technology and data management expertise to
established and emerging life science companies in order to develop their clinical data into a
strategic asset.

EDC Experience

UBC is a Medidata Rave® Accredited partner. As a Rave® Accredited partner, UBC can build,
configure, and manage our customers’ studies in the Rave® EDC platform. UBC provides study
build services, in addition to end user training, administration and reporting services.

In addition to Rave®, UBC has extensive experience in using third party platforms to review
and clean clinical data on behalf of sponsors. This experience has allowed us to understand
the limitations of online edit checks, support back-end cleaning efforts and navigate various
platforms including:

= UBC'’s proprietary EDC application
= Phase Forward InForm™

= BioClinica Express™

= Clarix

= QOracle Clinical RDC

Our team has become a trusted advisor for sponsors utilizing third-party EDC platforms. UBC
participates in various aspects of EDC start-up activities, including but not limited to, the
database build process, performance of user acceptance testing, and development and review
of functional specifications.



Data Management Services

Our experienced data management team offers
the following services:

= Case Report Form (CRF) design and distribution
= Paper-based and electronic data capture

= User Acceptance Testing (UAT)

= Database design and integration

= Data entry, review and clean-up

= Hybrid data platforms

= Customized peri-approval data solutions

= Medical coding

= Serious Adverse Event (SAE) reconciliation

= | ocal laboratory reconciliation

= Remote data coordination services

= External data integration

= Customized status and metric reporting

= Study quality metrics (SQMs)

= Functional outsourcing

Data Management Systems

UBC utilizes the following validated data
management systems:

= ClinPlus® Data Management 3.x

= ClinPlus® Coding 2.00

= Medidata Rave® 5.6.x

= UBC’s proprietary EDC application

= jReview®

UBC uses SAS® Version 9.1 for all data
management and programming processes.

For more information about UBC's specialty clinical
solutions, call us in the U.S. at +1 215 591 2880 or
in the E.U. at +44 (0) 208 834 0100. Or email us at
info@unitedbiosource.com.
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Data Management Staff Experience

UBC'’s data managers have an average of
over 10 years of industry experience. The
data management team has expertise in the
following therapeutic areas:

= Oncology

= Diagnostic Imaging

= Cardiovascular

= Central Nervous System
= Urology

= Infectious Disease

= Respiratory

= Musculoskeletal

= Vaccines

= Metabolic

= Medical Devices

With our low turnover rate, our experienced
data managers maintain project continuity from
inception to completion.

Success Through Collaboration

UBC believes that strong communication and
collaboration lead to success. From the onset,
the data management team works closely
with our database administration, clinical
programming and biostatistics counterparts to

ensure exceptional study quality and consistency.
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